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DETAILED ACTION 

Abstract Objection 

Applicant is reminded of the proper language and format for an abstract of the 
disclosure. 

The abstract should be in narrative form and generally limited to a single 
paragraph on a separate sheet within the range of 50 to 150 words. It is important that 
the abstract not exceed 150 words in length since the space provided for the abstract 
on the computer tape used by the printer is limited. The form and legal phraseology 
often used in patent claims, such as "means" and "said," should be avoided. The 
abstract should describe the disclosure sufficiently to assist readers in deciding whether 
there is a need for consulting the full patent text for details. 

The language should be clear and concise and should not repeat information 
given in the title. It should avoid using phrases which can be implied, such as, "The 
disclosure concerns," "The disclosure defined by this invention," "The disclosure 
describes," etc. 

The abstract of the disclosure is objected to because it includes legal terminology 
such as "said". Correction is required. See MPEP § 608.01(b). 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by Lynch 
et al (J Clin Invest, 1994). Lynch et al teach a method of isolating biological samples of 
either plasma or purified low density lipoprotein (LDL) from human volunteers (see 
Methods, p. 999, col. 2, for example). LDL isolated in the manner of Lynch et al (i.e. 
ultracentrifugation; see p. 999, col. 1) inherently contains lipophilic antioxidants such as 
a-tocopherol (see Vieira et al, J Lipid Res, 1996; see Introduction and Discussion, for 
example). Lynch et al add a free radical generator to the isolated LDL to initiate an 
oxidation reaction (see Methods, p. 999, col. 1, for example). They stop their reactions 
by placing them on ice, and subsequently analyze the reactions for oxidation products 
(see Methods, p. 999, col. 1, for example). In particular the method they teach uses 
2,2'-azobis amidinopropane hydrochloride (AAPH) as the free radical generator, and 
that this is applied to LDL in particular at a concentration of 10 mM. Lynch et al then 
isolated oxidized cholesterol variants and measure their quantity by HPLC (see 
Methods, p. 999, col. 2, for example). 

Therefore the teachings of Lynch et al are deemed to anticipate the instant 
claims 1-11. 
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Claims 1, 3, 4, and 8-12 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Zarev et al (FEBS Lett, 1999). Zarev et al teach a method of isolating LDL by 
ultracentrifugation from human donors, which, as discussed above regarding Vieira et 
al, inherently contains antioxidants such as a-tocopherol. They teach a method of 
oxidizing LDL by addition of copper (see p. 104, col. 1, for example). The reaction is 
stopped by addition of EDTA (see p. 104, col. 1 , for example). Various cholesterol 
esters and other cholesterol-oxidation products were isolated and characterized by 
detection in a HPLC machine at 205 nm (ultraviolet wavelength) (see p. 104, col. 2, for 
example). 

Therefore the teachings of Zarev et al are deemed to anticipate the instant claims 
1,3,4, and 8-12. 

Claims 1-6, 17 and 18 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Crawford et al (Diabetes, 1999). Crawford et al teach an assay for evaluating 
antioxidant efficacy. Specifically they administer an antioxidant called troglitazone to 
human patients Plasma was removed from the patients, and LDL was purified from the 
plasma, or alternatively, intact plasma was used (see p. 785, col. 2, for example); as 
discussed above, LDL and plasma inherently contain a-tocopherol. The free radical 
generator AAPH was added to the whole plasma in particular, and generation of 
oxidation products was measured continuously in a spectrophotometer (see p. 785, col. 
2, for example). A portion of the study tested the efficacy of troglitazone as an 
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antioxidant that could protect LDL. As discussed above, Crawford et al isolated LDL 
and incubated it with troglitazone, or, alternatively, isolated human plasma and 
incubated it with troglitazone. In either case, LDL was re-isolated by ultracentrifugation 
and the impact of incubation with troglitazone on its oxidative vulnerability was 
measured (see p. 784, col. 2, for example). As a positive control, to ensure some 
degree of prevention of oxidation of isolated LDL, the drug probucol (a lipophilic 
molecule known to interact well with LDL) was added to some LDL samples, reading on 
claim 18 (see p. 785, col. 2, for example). 

Therefore the teachings of Crawford et al are deemed to anticipate the instant 
claims 1-6, 17, and 18. 

Claims 1-7 and 13-16 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Aldini et al (US Pat Pub # 2002/01 82736 A1 , published Dec. 5, 2002). Aldini et al 
teach a method of evaluating the antioxidant potential of a biological sample. They 
teach that one can remove a sample and add a lipophilic or hydrophilic radical 
generator to it (see p. 1 , paras [0009] and [0010], for example). They quantitate the 
oxidation of a fluorescent liphophilic dye, reading on quantitating oxidation products 
(see para [0010], for example). These measurements are taken at multiple time points 
during the course of the experiment (see Example 4, p. 14, col. 2, for example). In 
particular Aldini et al teach that the biological sample can be blood, plasma or serum 
(see p. 1, para [001 1], for example). Blood components inherently contain a- 
tocopherol, which is an antioxidant (see p. 2, para [0018], for example). Aldini et al 
teach that one can test the oxidative buffering capacity of a blood product by adding the 
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free radical generator 2,2'-azobis amidinopropane hydrochloride, and that this can be 
administered in concentrations of 10-20 mM (see p. 12, para [0134], for example), so as 
to allow for a continuous reaction that can be measured at multiple time points. 
Additionally, Aldini et al teach that a-tocopherol can be added exogenously to a lipid 
compartment of a sample removed from a patient, to boost the inherent antioxidative 
properties of the a-tocopherol already in the sample (see, p. 3, para [0022], for 
example). Lastly, Aldini et al teach that their method is useful for diagnosing a free 
radical disorder (see p. 2, para [0018], for example), the term free radical disorder 
encompassing diseases such as hemhorrage, autoimmune disease, Alzheimer's, and 
neoplasia, among others (see p. 6, para [0068], for example). 

Therefore the teachings of Aldini et al are deemed to anticipate the instant claims 
1-7 and 13-16. 



Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Clark D. Petersen whose telephone number is (571)272- 
5358. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571)272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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